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REMARKS 

Claims 1-10 and H-16 are pending; claims 6, 10, and 14 were allowed in the Office 
Action mailed August 20, 2001. 

The Amendments 

The amendments to the claims (Le,, the new claims) are intended merely to more 
appropriately and fully cover the scope of the invention as it applies specifically to 
testosterone as the treating agent. The amendments to Claims 1 and 7 are intended 
merely to further clarify that "progressive hydration" formulations are intended to protect 
ingredients from moisture initially, and that they differ from prior art compositions that 
contain significant amounts of water. There is no intent or expectation that any of these 
new claims narrows the scope of any claim or claim term or limitation, or presents any 
narrower claim, than those pending, for any patentability reason or for any other reason. 

The amendments to the specification and drawings are meant merely: (a) to submit 
formal drawings for Figures 1 and 2, and to re-label and move Charts 1 to 4, from within the 
specification as filed, to formal drawings labeled Figures 3 to 6; (b) to provide better copies 
of Tables 1-5; and (c) to amend the specification discussing the charts and drawings to 
reflect these changes. None of these changes is expected or intended to have any effect 
on the scope or substance of the inventions herein, or specifically of any of the claims or 
claim terms. There is no new matter added by any of these replacement Figures, Charts, 
and Tables. 
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Rejection of Claims Under 35 USC 5 102 



Claims 1, 3-5, 7-9, 15, and 16 were rejected under 35 USC § 102 as being 
anticipated by Bologna U.S. Patent No, 5.543,150 fBoiogna"). Bologna is described as 
disclosing "a composition comprising progesterone, cross-linked polycarboxylic acid 
(polycarbophil), and water soluble polymer (Carbopol 934P)," and to teach "a method of 
delivering the composition to a mucosal surface (vaginal cavity). Progressive hydration 
does not mean that the composition is free of water." 

Applicants respectfully disagree with the rejection. Viewed properly and in context, 
Bologna simply is not relevant to the instant invention - progressive hydration formulations 
that protect sensitive ingredients from moisture for an extended period of time. 

It is true that "progressive hydration" does not mean that the composition is 
completely free of water. The instant invention does not contemplate a completely water- 
free formulation. Nevertheless, for a formulation to progressively hydrate as contemplated 
by the instant invention - with a primary purpose being the ability to protect most of a 
sensitive ingredient from moisture over an e)ctended period of time, so that the ingredient is 
not wetted too long before it is released to the subject's body - it must typically contain no 
more than a very low amount of water, and be able to absorb relatively significant amounts 
of water, but only in a progressive manner over an extended period of time. Much of the 
tablet must remain "dry' for a significant period of time, in order to protect the sensitive 
ingredient from moisture. 

1 0 
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In contrast, there is absolutely no indication - and no real expectation -- that the 
formulation discussed in Bologna initially can protect a sensitive ingredient from moisture, 
or that it further hydrates to any significant degree upon application, let alone in the 
significantly gradual, progressive manner needed in order to protect moisture-sensitive 
components over an extended period of time. 

In particular, the formulation speciHcally disclosed in Bologna is prepared with a 
large amount (and proportion) of w/ater -- which is to be expected, because Bologna, 
though being capable of being used in a tablet form, typically is used as disclosed in an 
aqueous gel or gel-like form. See col. 6, lines 1-3, 13-16: "The drug delivery system with 
the drug therein may be delivered to the vagina in a variety of fashions as are known in the 
art, e.g., plunger, douche, and manually.... Upon use the containers are opened and the 
open end is inserted into the vagina, while the other end Is squeezed to expel the contents 
of the container into the vagina." The "preferred method of delivery" uses devices 
described in U.S. design patent applications Ser. Nos. 07/863.879 (U.S. Patent 0345,211) 
and 07/862,282 (allowed but abandoned). Co). 6, lines 3-6. Both of these design patent 
applications address elongated delivery tubes for delivering a gel or paste to the vagina. 

Similarly, in the single Example set forth at col. 6, lines 44-52, the homogeneous 
formulation comprises about 70-75% water ~ certainly too much to protect any other 
ingredients from moisture. In stark contrast, the example in the Instant specification reflects 
that the contemplated final formulations are substantially water-free. See page 14. lines 
14-15 ("the granulate is dried in an oven ... until moisture content is less than 2.5%") and 
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page 16, lines 14-26 (reflecting that the product is prepared without the purposeful addition 
of any water to the ingredients, except presumably as absorbed from the air). 

Thus, the instant invention necessarily requires a formulation that initially has 
relatively low moisture content, in order to be able to protect an active ingredient from 
moisture, and to "progressively hydrate" as contemplated by the invention and disclosure. 
In stark contrast, Bologna does not suggest or teach any particular composition that is able 
to accomplish this result. 

As discussed at the Inten/lew, Applicants respectfully request that this rejection be 
reconsidered and withdrawn. 

Rejection of Claims Under 35 USC S 103 

Claim 2 is rejected under 35 USC § 103 as being unpatentable over Bologna, as 
applied to claims 1, 3-5, 7-9, 15 and 16 above. 

As discussed above, and at the Examiner Interview, Bologna does not disclose or 
teach any progressive hydration formulation as contemplated by the instant invention and 
disclosure. Accordingly, Applicants respectfully request that this rejection be reconsidered 
and withdrawn. 

Conclusion 

In light of the above remarks, Applicants respectfully request entry of the 
amendments, and reconsideration and withdrawal of the rejections. Recognizing that 
claims 6, 10, and 14 were previously allowed, Applicants respectfully solicit a Notice of 
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Allowance for the remaining claims 1-5, 7, 15. and 16. which had not yet been allowed, and 
for new claims 17-30. If it would be convenient to the Examiner, the applicants' patent 
attorney may be reached at the Washington. D.C. telephone number provided below. 



Respectfully submitted, 
LYON & LYON llp 




Dated: October 25, 2001 

m H.'Blackman 
Reg. No. 34,088 

633 West Fifth Street, Suite 4700 
Los Angeles, California 90071 
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ATTACHMENTS 

- COPIES OF FORMAL DRAWINGS, FIGURES 1-6 

- COPIES OF REPLACEMENT PAGES 18-22 



OC-7460.2 



14 



10-25-2001 14:34 



From-LYON LYON LLP 



2023319225 



1-375 P. 016/026 F-288 




FRAME 1 FRAME 2 




FRAME 3 FRAME 4 
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FIG. 1 



10-Z5-2001 14;34 FroirLYON LYON LLP E023319225 T-375 P. 017/028 F-288 



ACTIVE (IF NOT MOISTURE^ 

SENSITIVE) WATER+HPMC5 
+ HPMC15000 > WETTING SOLUTION 

+ MAIZ STARCH 
+ LACTOSE 



DRYING 



TALC ^ 
+ SILICIUM DIOXYDE > SIEVE 
+ MAGNESIUM STEARATE J 



BREAKING OF 
THE GRANULATE 



+ ACTIVE (IF MOISTURE 
SENSITIVE) 

+ POLYCARBOPHIL 
+ CARBOMER 
+ LACTOSE 



FREE-FALL MIXER 



T 

TABLETTING 



FIG. 2 



i 



10-25-2001 14:34 From-LYON LYON LLP 2023319225 T-375 P-018/026 F-288 




10-25-2001 14:34 From-LYON LYON LLP 2023319225 T-375 P-019/G26 F-288 




10-25-2001 14:35 



From-LYON LYON LLP 



2023319225 



T-375 P. 020/026 F-288 




10-25-2001 14:35 From-LYON LYON LLP 2023319225 T-375 P. 021/026 F-288 




10-25-2001 14: 



From-LYON LYON LLP 



2023319225 



T-375 P. 022/026 F-288 



IS 



a 

3 







^ i 








1 


" I 


■ i 


S 


i ; 
" 1 


- 
c 


If ! 
II? 


S 




1 


St 

a 






o t 


3 ". 


d 

» i 


a 
3 

3 










s 


s 


s 


S 








a 


- 




1 

1 


1 


8 

3 




3 


i 


IN 








Q 








*^ 


O 

7^ 


3 








ri 


8 
» 


a 




1 




1 
1 




1 

a 




I 


% 


r« 


<rt 


S 

ir» 
^» 


& 


cs 


1 






-I 


9 

Q 


3 


1 


i 


fi 
Q 










- 


i 


1 

1 


? 




;^ 


1 




Q 

n 




§ 




a 










4 

*5 
1^ 


f 


8 




s» 

2 




o 

9 


o 




i 


1 


§ 


? 


1 


s 
3 


§ 








«a 


9 


« 










8 


S! 








St 
fi 


g 


a 


a 
d 


% 

3 


i 






« 

3 




8 


s 






3 
» 




44 

O 


i 

3 










a 


8 


s 




ri 


3 

r% 


a 


a 




i 




f 




g 

OA 






a 




a 


55 

a 


£ 
d 


i 






*| 




3 

jr 


1 










a 
<^ 




I 




1 

3 




1 


§ 


1 






3 




I 


S 

d 


1 












S 






a 


3 


a 

P' 
O 


o 




1 






§ 


r* 
•»> 


1 






vN - 




£ 

a 


£ 

d 






■s 

i 


1 


1 - 


1 

<3 


5 ^ 


1 




ill 


3 


1 

11 


M 

1 
1 



3 



3> 



Ed 



10-26-2001 14:35 



From-LYON LYON LLP 



2023319225 



T-375 P. 023/026 F-288 



19 



o 

CO 

a 

H 

§ 



z 
O 

3 

O 



i 

0^ 



i 



PS 



C<0 



z; 



o 

Z 



s 

ON 

o 



H 

< 



X 



Is 



5 



<7\ 



O 



10-25-2001 14:3 



From-LYON LYON LLP 



2023319225 



T-375 P. 024/026 F-288 



20 



o 

Q 

(A 



s i 



s 

OS 
OS 



3 
< 



CO 

s 

Z 
< 

1 

3 

Q 

i 

o 

I 

CO 



1 

< 

i 



O 

CO 

(/J 

5 



= O 



O 2 oo 

o 



04 
5^ 



ii' 



s 



ii 

3t 



00 



00 



NO 



o 



OS 
CN 



OS 



o 



d 



9 
d 



tx4 

33 

< 



m 



10-Z5-2001 



Frcm-LYON LYON LLP 



2023318225 



T-375 P. 025/026 F-288 



21 



wf 



Q 

ad 

a 

a. 

I 



o 

Q 
Z 

H 

I 



o 



a: 



as 25 

EE 



5 



o 

z 

i 

I 



CO 



is 

3: 



Q 3 « 



in 

X 



a: S< 

ii- 



5 



X 30 



NO 



9 C> 



o 



> > 



10-25-2001 14:36 From-LYON LYON LLP 2023319225 1-375 P. 026/026 F-288 



z; 
O 

P 

-3 

o 

C/3 

Q 

H 
Z 

Gd 



O 

fid 

i 



s 

as 

ON 



33 
< 




10-26-2001 14:30 



Froffl-LYON LYON LLP 



2023310225 



1-375 P. 001 



F-288 



LYON & LYON L.. 

A UIMITED LIABILITY PARTNERSHIP 
INCLUDING PROFESSIONAL CORPORATIONS 

1701 Pennsylvania Avenue N.W., Suite 1040 
Washington. D.C 20006 
< Phone: (202) 331-3600 

Fax: (202) 331-3301 



FACSIMILE Transmittal Form 



To: 

Examiner Alton N. Pryor 

Group Art Unit: 1616 

U.S. Patent & Trademark Office 



Fax Number: 

(703) 746-4996 



Phone Number: 

(703) 308-4691 



From; 

Scon H. Blackman 



Fax Number: 

(202)331-3301 



Phone Number: 

(202) 974-6004 



Re: 

Serial No. 09/596,073 



Date/Time sent: 

10/25/01 2:25 PM 



No. of Pages: 

26 (jncl. cover) 



Client Name: 



Client Matter No.: 

254/304 



If you do not receive all of the pages, please call Lynda A. Oertel at (202) 331-3600, 
extension 6003. 

Notes/Comments: 

As we discussed yesterday, please file the attached RESPONSE AND AMENDMENT. 

In re Application of: j Group Art Unit; 1616 

William J. BOLOGNA, et al. ) 

Serial No.: 09/596.073 ) Examiner: Alton N. Pryor 

Filed: June 16. 2000 ) 

For: BIOADHESIVE PROGRESSIVE ) 
HYDRATION TABLETS 



DC-<*6...TO BE COMPLETED BY FAX OPERATOR 
TIMETRANSMnTED: .TRANSMrTTCD BY:, 




This transminal is ^tended Only for ihe usa ofrhe indiMl or entity to M it '^'''^^^^^^f- f '"X^™ 
■'f.L,U>. r/.., i. pri^ilesed. comemtal and exempt from disclosure mder t>ppl'cable l-^- Jff^ ZlZliZ 
transmittal is not the Mended recipient or tl^ employee or agent responsible for deu.ermg the ,runsmut«l ,o ,hc 

recipient, you are her<^by notified that any dissemination, distribution or copymgoftHt. 
Sy prohibited. If you have received this co>nmunication in error, please noufy us mmedtately by telephone. o«d 
return the original message to us by moil at the above address. Thank you. 



